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Research & Development

Standard Operating Procedures

CONTROL OF HAZARDOUS MATERIALS IN VA RESEARCH LABORATORIES
1. PURPOSE

To establish a standard operating procedure to assure the prevention and/or detection of terrorist events occurring in or origination from the non-BSL3 laboratories at the Veterans Affairs New Jersey Healthcare System (VANJHCS). There are no BSL3 laboratories at VANJHCS.
2. POLICY

It is the Policy of the VANJHCS to provide protection and security for its non-BLS3 research laboratories. It is also the policy to manage and control potentially harmful hazardous materials used in VANJHCS Research laboratories.  This SOP addresses the training of personnel and access to the non-BSL3 facility. VANJHCS does not possess or store any hazardous, biological, chemical or radiological agents as defined by the CDC as having potential for use as weapons of mass destruction in appendix A. (see attachment). 
3. RESPONSIBILITIES
a. The Chief of Staff is responsible for occupational health and environmental safety of research personnel, employees, patients, visitors, properties and the environment.

b. The Authorized Research Staff are responsible for ensuring that no potentially harmful agents (as defined in Appendix A) shall be purchased, stored or handled in the VANJHCS research & development laboratories.  They are also responsible to adhere to all provisions of this standard operating procedure.  
c. R&D Employees are responsible for following established and approved standard operating procedures for handling of hazardous materials in the research Non-BSL-3 lab.

d. Chief, Police & Security Service is responsible for the safety of research personnel and the security of the properties and the environment of VANJHCS.  The Chief, Police & Security is responsible to notify and to record any suspect operations, if any, to ACOS, R&D and the Director’s office within 24 hours.
e. Chief, Human Learning &Resource Service is responsible for the proper identification, approval and record keeping of all WOC’s.

4. PROCEDURES

Access

a. Access to the non-BSL3 laboratory is limited to authorized individuals.  This area will not be open to the public.

b. Access control will be exercised on a 24-hour, 7-day per week schedule,  

     including holidays and weekends.

c. There are no BLS3 laboratories at VANHCS.
d. Irregularities identified during a review, or in the course of daily activities  

     will be immediately reported by the Research Program Director or his/her

     designee, to the VA Police, the Medical Center Director, and the Research
     Office. 

Personnel and Security Procedures

a. All personnel being given access to and commencing work in the non-BSL3 laboratory must have a Scope of Practice and obtain formal authorization from the ACOS, Research & Development
b. The ACOS, Research & Development or his/her Designee must maintain current records of each person having access to the non-BSL3 laboratory.

c. The Principal Investigator and the ACOS, Research & Development must review and approve all requests for access to the non-BSL3 laboratory.  These requests will include the individual’s legal address, employment status, basis for which access is required and a description of the work which the individual will conduct in the non-BSL3 laboratory.  Each application for access will be submitted as a protocol amendment to the R&D Committee by the Principal investigator for review and approval or disapproval.

d. No students or visitors will have access to the non-BSL3 laboratory unless accompanied by a VA employee who is approved for access to and use of the non-BSL 3 laboratory.

e. VA Police will perform a monthly alarm check and an annual physical survey of the non-BSL3 laboratory and any findings will be provided to the ACOS/Research & Development (15).

f. Access to the non-BSL3 laboratory will be reviewed regularly (at least semi-annually). The R&D Committee must be formally notified following the review of the individuals requiring continued access. Explanation needs to be provided to the R&D Committee sufficient to allow an informed concurrence on continued access.  Any changes in personnel status will be immediately reported by the Principal Investigator to VA Police, the Research Office, and the R&D Committee.

g. Upon termination of employment or revocation of access to the non-

BSL3 laboratory, the Research Program Director will notify the VA Police
within 24hours, giving the date and reason for termination. 

      h. The Principal Investigator will ensure that all Without Compensation (WOC’s)   

           and Intergovernmental Personnel Act (IPAs) employees with access to          

           the non-BSL3 laboratory report to Human Resources for finger printing 
           and other identification and approval procedures

Training  
a. Prior to being granted access to the non-BSL3 lab and after approval by the          

procedures described above, the Principal Investigator will ensure that each individual receives training in the proper and safe use of the non-BSL3 lab.  In-service training will be administered with the guidance of the Principal Investigator or designee.  In addition, new personnel will be asked to review CDC guidelines for non-BSL3 lab use. This material is maintained in the administrative office of the Research Program Director  Upon completion of this process, each individual will complete and sign a checklist which will be maintained.

b.  Upon termination of employment, the individual will again sign this form 

     and return keys/cards to the Research Program Director on the last day of

     employment.

c.  Continuing education on the use of non-BSL3 labs will take place monthly at 
     regularly scheduled laboratory meetings.

5. REFERENCE(S)

· U.S. Dept of Health and Human Services, Center for Disease Control and Prevention & NIH “Bio-safety in Microbiological and Biomedical Laboratories”, 4th Edition, U.S. Govt. Printing Office, Washington, 1999.

· VHA DIRECTIVE 2002-075, dated November 20, 2002.

6. RESCISSION:  October 2006
7. EXPIRATION DATE:  October  2008
8.  ATTACHMENT:  VHA Directive 2002-075 & Appendix of Agents
VHA DIRECTIVE 2002-075

November 20, 2002

ATTACHMENT A

HAZARDOUS RADIOACTIVE MATERIALS, BIOLOGICAL AND CHEMICAL AGENTS

1. The Center for Disease Control and Prevention (CDC) has identified certain biological, chemical and radioactive materials or agents as having potential for use as weapons of mass destruction.  Improper use and/or containment of these materials or agents pose a risk to national security because of their: 1) ease of dissemination or transmittal between individuals; 2) potential for high mortality rates and major public health impact; 3) potential for causing public panic and social disruption; and 4) risk public health preparedness.

2. Storage and/or use of these materials or agents in any quantity in a Department of Veterans Affairs (VA) research laboratory requires special consideration for physical security, personnel access, inventory control, and emergency preparedness.

a. Biological Agents

    Abrin


    Aflatoxins

         Bacillus anthracis (anthrax)

         Botulinum toxin

         Brucella abortus, B. melitensis, B. suis

         Burkholderia (Pseudomonas) mallei

         Burkholderia (Pseudomonas) Pseudomallei

         Clostridium botulinum

         Coccidioides immitis

         Conotixins

         Coxiella bumetii

         Crimean-Congo hemorrahagic fever virus

         Diacetoxyscirpenos

         Eastern Equine Encephalitis Virus

         Ebola Virus

         Equine Morbillivirus

         Francisella tularensis

         Lassa Fever Virus

         Marburg Virus

         Ricin

         Rickettsia prowazekii

         Rickettsia rickettsii

         Rift Valley Fever Virus

         Sixitoxin
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    Shigatoxin

              South American Hemorrhagic Fever Viruses (Junin, Machupo, Sabia,  

         Flexal, Guanarito)

         Staphylococcal enterortoxins

         T-2 Toxin

         Tetrodoxtoxin

         Tick-borne Encephalitis Complex Viruses

         Variola Major Virus (Smallpox Virus)

         Venezuelan Equine Encephalitis virus

         Viruses causing Hantavirus Pulmonary Syndrome

         Yellow Fever Virus

         Yerseinia pestis


b. Chemical Agents

    3-quinuclidinyl benzilate (BZ)

         Chlorine gas

         Cyanogen chloride (CK)

         Cyclosarin (GF)

         Diphosgene (DP) 





         Hydrogen cyanide (AC)

    Lewisite (L) – note there are 3 individuals chemicals included in this                     

         category


    Lysergic acid diethylamide (LSD)

         Nitrogen mustard (HN-1, HN-2, or HN-3)

         Phosgnen (CG) – also known as carbonyl chloride

         Phosgene ozime (CX)

         Sarin (GB)

         Soman (GD)

         Sulfur mustard (H, or HD, or HT), also called mustard gas or mustard  

         agents

         Tabun (GA)

         VX (VX is both the mane and symbal)

c. Radioactive Materials and /or Radiation Sources
(1) The special considerations required for radioactive materials and/or  radiation sources should be based on the specific radionuclide, the half-life, and the quantity present.  For a “radiation high-risk” situation, more restrictive security measures should be followed.  For a “radiation low-risk” situation, basic security measures should be followed.
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      (2)  “Radiation high-risk” is a single location or room where the total activity of a single radionuclide with a half-life of more that 3 days is greater that one Curie and the radionuclide is received, stored, or used.  “Radiation low-risk” is any location other that a “radiation high-risk” location and where radioactive materials and/or radiation sources are received, stored, or used.

     (3)  As additional agents or materials are identified by the CDC, those agents or materials will be considered by VA as hazardous, and will be subject to the same security requirements as those agents or materials identified in paragraph 2 above.
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